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(2) At least 10 percent of the samples 
in each analytical run of specimens 
must be calibrators and controls. 

(3) Each analytical run of specimens 
that are subjected to confirmatory 
testing must include— 

(i) Sample(s) certified to contain no 
drug (i.e., negative urine samples); 

(ii) Positive calibrator(s) and con-
trol(s) with a drug(s) or drug metabo-
lite(s); 

(iii) At least one positive control 
with a drug(s) or drug metabolite(s) 
targeted at 25 percent above the cutoff; 
and 

(iv) At least one calibrator or control 
that is targeted at or below 40 percent 
of the cutoff. 

(f) Errors in testing. The licensee or 
other entity shall ensure that the HHS- 
certified laboratory investigates any 
testing errors or unsatisfactory per-
formance discovered in blind perform-
ance testing, as required under § 26.168, 
in the testing of actual specimens, or 
through the processing of reviews, as 
well as any other errors or matters 
that could adversely reflect on the 
testing process. 

(1) Whenever possible, the investiga-
tion must determine relevant facts and 
identify the root cause(s) of the testing 
or process error. The licensee or other 
entity, and the HHS-certified labora-
tory, shall take action to correct the 
causes of any errors or unsatisfactory 
performance that are within each enti-
ty’s control. Sufficient records shall be 
maintained to furnish evidence of ac-
tivities affecting quality. The licensee 
or other entity shall assure that the 
cause of the condition is determined 
and that corrective action is taken to 
preclude repetition. The identification 
of the significant condition, the cause 
of the condition, and the corrective ac-
tion taken shall be documented and re-
ported to appropriate levels of manage-
ment. 

(2) If a false positive error occurs on 
a blind performance test sample or on 
a regular specimen, the licensee or 
other entity shall require the labora-
tory to take corrective action to mini-
mize the occurrence of the particular 
error in the future. If there is reason to 
believe that the error could have been 
systematic, the licensee or other entity 

may also require review and re-anal-
ysis of previously run specimens. 

(3) If a false positive error occurs on 
a blind performance test sample and 
the error is determined to be technical 
or methodological, the licensee or 
other entity shall instruct the labora-
tory to provide all quality control data 
from the batch or analytical run of 
specimens that included a false posi-
tive sample. In addition, the licensee 
or other entity shall require the lab-
oratory to retest all specimens that 
analyzed as positive for that drug or 
metabolite, or as adulterated, sub-
stituted, dilute, or invalid in validity 
testing, from the time of final resolu-
tion of the error back to the time of 
the last satisfactory performance test 
cycle. This retesting must be docu-
mented by a statement signed by the 
laboratory’s responsible person. The li-
censee or other entity and the NRC 
also may require an onsite review of 
the laboratory, which may be con-
ducted unannounced during any hours 
of operation of the laboratory. 

(g) Accuracy. Volumetric pipettes and 
measuring devices must be certified for 
accuracy or be checked by gravimetric, 
colorimetric, or other verification pro-
cedures. Automatic pipetttes and dilu-
tors must be checked for accuracy and 
reproducibility both before being 
placed in service and periodically 
thereafter. 

(h) Calibrators and controls. Labora-
tory calibrators and controls must be 
prepared using pure drug reference ma-
terials, stock standard solutions ob-
tained from other laboratories, or 
standard solutions that are obtained 
from commercial manufacturers and 
are properly labeled as to content and 
concentration. Calibrators and controls 
may not be prepared from the same 
stock solution. The standards and con-
trols must be labeled with the fol-
lowing dates: when received; when pre-
pared or opened; when placed in serv-
ice; and when scheduled for expiration. 

§ 26.168 Blind performance testing. 
(a) Each licensee and other entity 

shall submit blind performance test 
samples to the HHS-certified labora-
tory. 

(1) During the initial 90-day period of 
any contract with an HHS-certified 
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laboratory (not including rewritten or 
renewed contracts), each licensee or 
other entity shall submit blind per-
formance test samples to each HHS- 
certified laboratory with whom it con-
tracts in the amount of at least 20 per-
cent of the total number of specimens 
submitted (up to a maximum of 100 
blind performance specimens) or 30 
blind performance test samples, which-
ever is greater. 

(2) Following the initial 90-day pe-
riod, the number of blind performance 
test samples submitted per quarter 
must be a minimum of one percent of 
all specimens (up to a maximum of 100) 
or ten blind performance test samples, 
whichever is greater. 

(3) Both during the initial 90-day pe-
riod and quarterly thereafter, licensees 
and other entities should attempt to 
submit blind performance test samples 
at a frequency that corresponds to the 
submission frequency for other speci-
mens. 

(b) Approximately 60 percent of the 
blind performance test samples sub-
mitted to the laboratory must be posi-
tive for one or more drugs or drug me-
tabolites per sample and submitted so 
that all of the drugs for which the FFD 
program is testing are included at least 
once each calendar quarter, except as 
follows: 

(1) Licensees and other entities shall 
submit blind performance test samples 
that are positive for marijuana me-
tabolite at least two times each quar-
ter; and 

(2) In at least two quarters each year, 
licensees and other entities shall sub-
mit an additional blind performance 
test sample that is positive for cocaine 
instead of the required sample that is 
positive for PCP. 

(c) The positive blind performance 
test samples must be positive for only 
those drugs for which the FFD program 
is testing and formulated at concentra-
tions established in paragraph (g)(2) of 
this section. 

(d) To challenge the HHS-certified 
laboratory’s ability to limit false nega-
tives, approximately 10 percent of the 
blind performance test samples sub-
mitted to the laboratory each quarter 
must be formulated at the concentra-
tions established in paragraph (g)(3) of 
this section. 

(e) To challenge the HHS-certified 
laboratory’s ability to determine speci-
men validity, the licensee or other en-
tity shall submit blind samples each 
quarter that are appropriately adulter-
ated, diluted, or substituted, in the 
amount of 20 percent of the specimens 
submitted that quarter or at least 
three samples per quarter (one each 
that is adulterated, diluted, or sub-
stituted), whichever is greater. These 
samples must be formulated at the con-
centrations established in paragraphs 
(g)(4) through (g)(6) of this section. 

(f) Approximately 10 percent of the 
blind performance test samples sub-
mitted to the laboratory each quarter 
must be negative, as specified in para-
graph (g)(1) of this section. 

(g) Licensees and other entities shall 
use only blind performance test sam-
ples that have been certified by the 
supplier to be— 

(1) Negative. A negative blind per-
formance test sample may not contain 
a measurable amount of a target drug 
analyte and must be certified by 
immunoassay and confirmatory test-
ing; 

(2) Drug positive. These samples 
must contain a measurable amount of 
the target drug or analyte in con-
centrations ranging between 150 and 
200 percent of the initial cutoff values 
and be certified by immunoassay and 
confirmatory testing to contain one or 
more drug(s) or drug metabolite(s); 

(3) A false negative challenge. This 
blind performance test sample must 
contain a measurable amount of the 
target drug or analyte in concentra-
tions ranging between 130 and 155 per-
cent of the initial cutoff values; 

(4) Adulterated. The adulterated 
blind performance test sample must 
have a pH of less than or equal to 2, or 
greater than or equal to 12, or a nitrite 
or other oxidant concentration equal 
to or greater than 500 mcg/mL, equal to 
or greater than 50 mcg/mL chromium 
(VI)-equivalents, or a halogen con-
centration equal to or greater than the 
LOD. Blind performance test samples 
for other adulterants must have 
adulterant concentrations equal to or 
greater than (or equal to or less than, 
as appropriate) the initial cutoff levels 
used by the licensee’s or other entity’s 
HHS-certified laboratory; 
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(5) Dilute. The dilute blind perform-
ance test sample must contain a creati-
nine concentration that is equal to or 
greater than 5 mg/dL but less than 20 
mg/dL, and the specific gravity must be 
greater than 1.0010 but less than 1.0030; 
or 

(6) Substituted. The substituted blind 
performance test sample must contain 
less than 2 mg/dL of creatinine, and the 
specific gravity must be less than or 
equal to 1.0010, or equal to or greater 
than 1.0200. 

(h) In order to ensure that blind per-
formance test samples continue to 
meet the criteria set forth in para-
graph (g) of this section, licensees and 
other entities shall— 

(1) Ensure that all blind performance 
test sample lots are placed in service 
by the supplier only after confirmation 
by an HHS-certified laboratory, and for 
no more than 6 months; 

(2) Ensure that the supplier provides 
the expiration date for each blind per-
formance test sample to ensure that 
each sample will have the expected 
value when it is submitted to and test-
ed by a laboratory; and 

(3) At a minimum, require the sup-
plier to check each open lot bi-monthly 
(i.e., every two months) to ensure that 
samples remaining in the lot do not 
fall below 130 percent of the initial cut-
off test concentration established by 
the assay manufacturer. Thus, for ex-
ample, a lot that was certified by an 
HHS-certified laboratory at 155 percent 
of the manufacturer’s assay cutoff 
level, and was reported by the licens-
ee’s or other entity’s HHS-certified lab-
oratory to be at or above 130 percent of 
that standard is acceptable. A test that 
indicated a result below 130 percent of 
that standard would be unacceptable. 
Licensees and other entities shall dis-
card blind performance test samples 
from any lot that is outside of these 
parameters and may not use any fur-
ther samples from that lot. 

(i) Licensees and other entities shall 
ensure that each blind performance 
test sample is indistinguishable to lab-
oratory personnel from a donor’s speci-
men, as follows: 

(1) The licensee or other entity shall 
submit blind performance test samples 
to the laboratory using the same chan-
nels (i.e., from the licensee’s or other 

entity’s collection site or licensee test-
ing facility, as appropriate) through 
which donors’ specimens are sent to 
the laboratory; 

(2) The collector and licensee testing 
facility personnel, as appropriate, shall 
use a custody-and-control form, place 
fictional initials on the specimen bot-
tles’ labels/seals, and indicate for the 
MRO on the MRO’s copy that the speci-
men is a blind performance test sam-
ple; and 

(3) The licensee or other entity shall 
ensure that all blind performance test 
samples include split samples, when 
the FFD program includes split speci-
men procedures. 

§ 26.169 Reporting Results. 
(a) The HHS-certified laboratory 

shall report test results to the licens-
ee’s or other entity’s MRO within 5 
business days after receiving the speci-
men from the licensee or other entity. 
Before reporting any test result to the 
MRO, the laboratory’s certifying sci-
entist shall certify the result as cor-
rect. The report must identify the sub-
stances for which testing was per-
formed; the results of the validity and 
drug tests; the cutoff levels for each; 
any indications of tampering, adultera-
tion, or substitution that may be 
present; the specimen identification 
number assigned by the licensee or 
other entity; and the specimen identi-
fication number assigned by the lab-
oratory. 

(b) If licensees or other entities 
specify cutoff levels for drugs or drug 
metabolites that are more stringent 
than those specified in this part, the 
laboratory need only conduct the more 
stringent tests and shall report the re-
sults of the initial and confirmatory 
tests only for the more stringent cutoff 
levels. 

(c) The HHS-certified laboratory 
shall report as negative all specimens 
that are negative on the initial or con-
firmatory drug and validity tests. 
Specimens that test as positive, adul-
terated, substituted, dilute, or invalid 
on the confirmatory analysis must be 
reported to the MRO as positive for a 
specific drug(s) or drug metabolite(s), 
or as meeting the criteria for an adul-
terated, substituted, dilute, or invalid 
specimen. 
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